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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• tf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- tf NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

1 )(3 Responsive to communication(s) filed on 12 November 2004 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 69-87 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) I3 Claim(s) 80-87 is/are allowed. 

6) IE Claim(s) 69-73.75.77 and 78 is/are rejected. 

7) ^ Claim(s) 74. 76 and 79 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) d Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) O Notice of References Cited (PTO-892) 4) CD Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(syMail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notic e of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Claims 69-87 are pending and being examined to the extent that they read upon 
the elected species 5-FU and polyethylene glycol 

5 Claim Rejections - 35 USC §103 

Claims 69, 77, 78 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Wiley (25, cited by Applicants). 

Applicants argue that the examiner admits that Wiley does not teach the use of 
TRAIL polypeptides. Applicant's arguments have been fully considered but they are not 
10 persuasive. Wiley is silent with respect to the treatment of blastoma only in the sense 
that Wiley does not anticipate the treatment of blastoma. 

Applicants argue that Wiley's disclosure would not motivate one of ordinary skill 
in the art to treat blastoma or to reasonably believe that the results with leukemia, 
lymphoma, and melanoma would similarly apply to blastoma cells. Applicants argue that 
1 5 although Wiley may provide an obvious to try approach to the treatment of blastoma, 
there would be no reasonable expectation of success. Applicant's arguments have been 
fully considered but they are not persuasive. The "blastoma" of the claims encompasses 
blastomas of any and/or all tissues. Lymphoma is a general term for various neoplastic 
diseases of the lymphoid tissue. Leukemia is a malignant disease of the blood-forming 
20 organs. Wiley's teachings to treat cancer, leukemia, and lymphoma would have 

suggested and would have given direction to those of ordinary skill in the art that they 
should treat blastomas of cancer, lymphoid tissue, or blood forming organs because the 
"blastoma" of the claims encompasses blastomas of any and/or. all tissues, including 
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lymphoid tissue or blood-forming organs. In the absence of secondary considerations, 
the differences between Wiley and the claimed invention as a whole would have been 
obvious. Obviousness does not require absolute predictability, only a reasonable 
expectation of success, i.e., a reasonable expectation of obtaining similar properties. The 
5 sensitivity of many cancer cell lines to TRAIL mediated killing (Example 9, referred to at 
column 18, full paragraph 1) provides a reasonable expectation of success in treating 
blastomas. Applicants' argument that there would be no reasonable expectation is 
unsupported. 

10 Claims 69, 70-73 are rejected under 35 U.S. C. 103(a) as being unpatentable over 

Wiley (25, cited by Applicants) as applied to claim 69 above, and further in view of 
Gmeiner (A). 

Applicants argue that Wiley does not teach the treatment of blastoma. These 
arguments have been fully considered, but they are not persuasive for the reasons 
15 discussed above. 

Claims 69, 75 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wiley (25, cited by Applicants) as applied to claim 69 above, and further in view of 
Davis (el 5). 

20 Applicants argue that Wiley does not teach the treatment of blastoma. These 

arguments have been fully considered, but they are not persuasive for the reasons 
discussed above. 
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Conclusion 



Claims 80-87 are allowable. Claims 74, 76, and 79 are objected to. 
THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 . 136(a). 
5 A shortened statutory period for reply to this final action is set to expire THREE 

MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
1 0 extension fee pursuant to 37 CFR 1 . 1 36(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 

SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to david s. romeo whose telephone number is (571) 272-0890. the examiner can normally be reached on 
1 5 monday through friday from 7:30 a.m. to 4:00 p.m. if attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, brenda brumback, can be reached on (571 ) 272-0961 . 

IF SUBMITTING OFFICIAL CORRESPONDENCE BY FAX, APPLICANTS ARE ENCOURAGED TO SUBMIT OFFICIAL 

correspondence to the central fax number for official correspondence, which is (571 ) 273-8300 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a 
20 non-final or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Faxed draft or informal communications should be directed to the examiner at (571 ) 273-0890. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be 

directed to the Group receptionist whose telephone number is (703) 308-0196. 

25 

^/?^^> 

David Romeo 

30 Primary Examiner 

Art Unit 1647 



dsr 

February 1 , 2005 



